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Title  20 — Employee's  Benefits 

CHAPTER  III— SOCIAL  SECURITY  ADMIN¬ 
ISTRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

[Regs.  No.  5] 

PART  405 — FEDERAL  HEALTH  INSUR¬ 
ANCE  FOR  THE  AGED  AND  DISABLED 

Health  Maintenance  Organizations; 

Qualifying  Conditions 

On  August  27,  1974,  there  was  pub¬ 
lished  in  the  Federal  Register  (39  FR 
30935)  a  Notice  of  Proposed  Rule  Making 
with  a  proposed  amendment  to  Regula¬ 
tions  No.  5  (20  CFR  Part  405)  regarding 
the  qualifying  conditions  which  organi¬ 
zations  must  meet  to  be  eligible  to  enter 
into  a  contract  with  the  Secretary  of 
Health,  Education,  and  Welfare  as  a 
health  maintenance  organization  <HMO) 
under  the  Medicare  program  (title  XVIII 
of  the  Social  Security  Act).  This  pro¬ 
posed  amendment  was  issued  pursuant 
to  the  provisions  of  section  1876  of  the 
Social  Security  Act  (42  U.S.C.  1395mm) , 
which  was  added  to  title  XVIII  by  section 
226  of  Pub.  L.  92-603.  Section  1876  of 
the  Social  Security  Act  provides  for  pay¬ 
ment  to  be  made  on  the  basis  of  a  single 
capitation  rate  for  services  covered  under 
Medicare  that  are  furnished  to  Medicare 
beneficiaries  who  are  enrolled  in  a  qual¬ 
ified  organization  which  has  entered  into 
a  contract  with  the  Secretary  to  par¬ 
ticipate  as  an  HMO  under  Medicare.  Sec¬ 
tion  1876(b)  of  the  Social  Security  Act 
defines  an  HMO  as  a  public  or  private 
organization  which:  (1)  Provides  a  com¬ 
prehensive  range  of  health  services, 
either  directly  or  through  arrangements 
with  others,  on  a  predetermined  periodic 
rate  basis  and  without  regard  to  the  fie- 
quencv  or  extent  of  covered  services  fur¬ 
nished  to  any  particular  enrollees;  (2) 
provides,  either  directly  or  through  ar¬ 
rangements  with  others,  all  services  cov¬ 
ered  under  Parts  A  and  B  of  title  XVIII 
which  are  available  to  individuals  re¬ 
siding  in  the  geographic  area  it  serves: 
(3)  provides  physicians’  services  through 
physicians  who  are  employees  or  partners 
of  the  HMO,  or  through  arrangements 
with  groups  of  physicians,  which  groups 
are  reimbursed  primarily  on  a  per  capita 
or  fixed-sum  basis;  (4)  assures  that 
where  it  provides  services  under  arrange¬ 
ments  that  such  arrangements  are,  in 
fact,  an  effective  means  of  providing 
services  to  its  enrollees;  (5)  provides  the 
services  of  a  sufficient  number  of  pri¬ 
mary  care  and  specialty  care  physicians 
to  meet  the  health  needs  of  its  members: 
(6)  has.  subject  to  waiver  by  the  Secre¬ 
tary  of  up  to  3  years,  at  least  one-half 
of  its  enrolled  members  consisting  of 
persons  under  age  65;  (7)  can  assure  that 
its  members  receive  the  services  they  re¬ 
quire  promptly  and  appropriately  and 
that  such  services  meet  its  standards  of 
quality:  and  (8>  has  an  open -enrollment 
period  at  least  annually  in  which  it  ac¬ 
cepts  up  to  the  limits  of  its  capacity  on 
a  first-come,  first-served  basis,  those 
Medicare  beneficiaries  eligible  to  enroll, 
unless  to  do  so  would  result  in  failure 
to  meet  the  enrollment  requirement  for 
persons  under  age  65,  or  would  result  in 


an  enrollment  substantially  nonrepre¬ 
sentative  of  the  population  in  its  area. 
Section  1876(1)  (2)  (B)  of  the  Social  Se¬ 
curity  Act  also  permits  an  organization- 
which  does  not  fully  meet  the  require¬ 
ments  of  section  1876(b)  to  qualify  as  an 
HMO  under  Medicare  provided  it  has 
demonstrated  to  the  satisfaction  of  the 
Secretary  that  it  is  making  reasonable 
efforts  to  meet  fully  the  requirements  of 
section  1876(b)  and  meets  such  basic 
requirements  as  the  Secretary  shall  pre¬ 
scribe  in  regulations. 

The  regulations  draw  a  distinction  be¬ 
tween  a  “mature”  HMO  and  a  “develop¬ 
ing"  HMO.  A  mature  HMO  is  defined  as 
an  organization  which  is  in  full  com¬ 
pliance  with  the  conditions  and  ap¬ 
plicable  standards  in  the  regulations. 
Where  a  mature  HMO  additionally  meets 
operating  experience  requirements  neces¬ 
sary  to  be  eligible  for  risk-basis  pay¬ 
ments  under  Medicare,  it  may  elect  to  be 
reimbursed  in  such  a  manner  or  to  be  re¬ 
imbursed  on  a  reasonable-cost  basis 
Mature  HMO’s  which  do  not  meet  the 
added  requirement  necessary  to  qualify 
for  risk-basis  payments  are  eligible  to  be 
paid  on  a  reasonable-cost  basis  only.  A 
developing  HMO  is  subject  to  less  de¬ 
manding  requirements  initially,  but  must 
have  a  reasonable  prospect  of  meeting 
the  qualifications  for  “mature”  status 
within  3  years  of  its  initial  contract.  Re¬ 
imbursement  to  developing  HMO's  may 
only  be  made  on  a  reasonable-cost  basis. 

Interested  persons  were  given  the  op- 
rortunity  to  submit  in  writing  on  or  be¬ 
fore  September  26,  1974,  any  data,  views, 
or  arguments  on  the  Notice  of  Proposed 
Rule  Making  and  proposed  amendment. 
The  comments  and  suggestions  subse- 
cuently  received,  responses  thereto,  and 
changes  made  in  the  regulations  as  pro¬ 
posed  are  discussed  below. 

Comments  were  received  from  a  num¬ 
ber  of  sources  (including  representatives 
of  national.  State,  and  local  organiza¬ 
tions)  interested  in  the  requirements 
that  an  organization  must  meet  in  order 
to  qualify  as  an  HMO  under  Medicare. 
All  of  the  comments  received  on  the  pro¬ 
posed  regulations  have  been  carefully 
considered  and  many  comments  which 
suggested  clarification  of  terms  and 
greater  specificity  of  language  have, 
wherever  appropriate,  been  reflected  in 
the  regulations  as  set  forth  herein.  Some 
comments  could  not  be  reflected  because 
they  were  contrary  to  requirements  of  the 
statute.  Several  other  comments  are  not 
reflected  in  these  regulations  because 
they  suggested  additional  provisions  that 
will  be  dealt  with  later  under  separate 
Notice  of  Proposed  Rule  Making  cover¬ 
ing  proposed  regulations  relating  to  en¬ 
rollment:  grievance  and  appeal  proce¬ 
dures  anplicable  to  HMO’s;  reimburse¬ 
ment  of  HMO's;  and  the  contract  be¬ 
tween  an  HMO  and  the  Secretary.  The 
most  significant  comments  were  the  fol¬ 
lowing  : 

1.  The  requirement  that  an  urban 
HMO  must  have  a  mi  imum  enrollment 
of  at  least  25,000  members  is  unrealistic 
and  precludes  all  but  the  largest  HMO’s 
from  qualifying  as  mature  HMO’s  under 
Medicare.  The  regulations  have  been  re¬ 


vised  to  allow  a  developing  HMO  a  period 
of  up  to  3  years  to  attain  a  minimum  en¬ 
rollment  of  at  least  5,000  members  in 
order  to  meet  the  requirement  regarding 
operating  experience  necessary  to  qual¬ 
ify  for  mature  status.  However,  only 
where  a  mature  HMO  also  meets  the  re¬ 
quirements  specified  in  section  1876(i) 
(2)  (A)  of  the  Act  (i.e.,  for  urban  HMO’s, 
a  current  minimum  enrollment  of  at 
least  25,000  members  on  a  prepaid  cap¬ 
itation  basis  and  the  primary  source  of 
health  care  for  at  least  8,000  persons  in 
each  of  2  years  immediately  preceding 
the  contract  year;  and  for  nonurban 
HMO’s,  a  current  minimum  enrollment 
of  at  least  5,000  members  on  a  prepaid 
capitation  basis  and  the  primary  source 
of  health  care  for  at  least  1,500  persons 
in  each  of  3  years  immediately  preceding 
the  contract  year) ,  would  it  have  the  op¬ 
tion  of  electing  to  be  paid  on  a  risk-basis. 
If  it  did  not  meet  these  statutory  require¬ 
ments,  the  HMO  could  be  paid  on  a 
reasonable  cost-basis  only.  These  revi¬ 
sions  are  in  accord  with  the  language  of 
the  statute  and,  essentially,  result  in  two 
classes  of  “mature”  HMO’s  for  payment 
purposes:  mature  (eligible  for  reason¬ 
able-cost  reimbursement  only)  and  ma¬ 
ture  (eligible  for  reasonable-cost  or  risk 
reimbursement). 

2.  The  requirement  that  a  developing 
HMO  must  provide  a  prescribed  range 
of  services  on  a  prepayment  basis  to  at 
least  25  percent  of  the  individuals  re¬ 
ceiving  services  through  its  facilities  is 
too  strict  and  may  prevent  many  other¬ 
wise  qualified  prepayment  organizations 
from  participating  as  HMO’s  under  Medi¬ 
care.  The  reasons  given  in  objection  to 
the  proposed  requirement  were  that  vir¬ 
tually  all  individual-practice  HMO’s 
would  be  precluded  from  participating 
under  Medicare  as  an  HMO  and  that  or¬ 
ganizations  which,  for  economic  or  other 
reasons,  find  it  necessary  to  devote  most 
of  their  time  to  fee-for-service  clientele 
until  their  prepaid  enrollment  can  be 
increased,  would  be  hampered  by  such 
a  requirement.  Therefore,  the  require¬ 
ment  that  a  developing  HMO  must  pro¬ 
vide  a  prescribed  minimum  range  of 
services  on  a  prepayment  basis  to  at  least 
25  percent  of  the  individuals  receiving 
services  through  its  facilities  at  the  time 
of  its  initial  contract  with  the  Secretary 
has  been  deleted.  However,  in  line  with 
the  underlying  intent  of  section  226  of 
Pub.  L.  92-603,  a  developing  HMO  would 
still  have  to  furnish  a  prescribed  mini¬ 
mum  range  of  services  on  a  prepaid  capi¬ 
tation  rate  basis  to  a  sufficient  number 
of  individuals  to  provide  a  reasonable 
basis  for  calculating  a  prospective  per 
capita  rate  of  reimbursement. 

3.  The  provision  that  an  organization 
must  enroll  a  minimum  of  150  Medicare 
beneficiaries  in  order  to  qualify  as  a  de¬ 
veloping  HMO  is  arbitrary  and  discrimi¬ 
nates  against  organizations  which  do  not 
currently  enroll  at  least  150  Medicare 
beneficiaries  on  a  prepayment  basis. 
Comments  were  received  suggesting  that 
an  organization  will  be  reluctant  to  en¬ 
roll  Medicare  beneficiaries  on  a  prepay¬ 
ment  basis  until  it  has  been  assured  that 
it  qualifies  as  an  HMO  under  Medicare. 
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The  requirement  for  a  minimum  of  150 
Medicare  beneficiaries  is  needed  to  avoid 
situations  where  the  Medicare  enrollment 
would  be  so  nominal  that  payment  by 
Medicare  on  a  capitation  basis  would  be 
inefficient  and  uneconomical  for  both 
the  organization  and  the  Medicare  pro¬ 
gram.  Therefore,  this  requirement  is  re¬ 
tained  in  the  attached  regulations,  but 
in  recognition  of  the  problem  that  some 
organizations  may  have  in  enrolling 
beneficiaries  before  they  have  been  noti¬ 
fied  that  they  qualify  as  an  HMO,  the 
organization  may  be  given  as  many  as 
90  days  after  the  beginning  of  its  initial 
contract  period  to  meet  the  enrollment 
requirement  regarding  the  minimum 
number  of  Medicare  beneficiaries. 

4.  The  requirement  that  an  HMO  must 
provide  services  equivalent  to  at  least 
5  lull-time  physicians  should  be  waived 
in  situations  where  the  HMO  has  a  total 
enrollment  of  less  than  5,000  members. 
The  proposed  regulations  permitted  a 
waiver  of  the  requirement  that  an  HMO 
provide  services  equivalent  to  at  least 
5  full-time  physicians  where  the  HMO  is 
located  in  a  “health  scarcity”  area  and 
where  the  number  of  physicians  is  rea¬ 
sonable  compared  to  the  HMO’s  enroll¬ 
ment  after  taking  into  account  the  avail¬ 
ability  of  general  physicians  in  the  locale. 
Comments  were  received  suggesting  that 
waiver  should  also  be  granted  where  an 
organization’s  enrollment  is  less  than 
5,000  members.  These  comments  assumed 
that  a  ratio  of  one  full-time  physician 
per  1,000  enrollees  would  be  sufficient  to 
assure  appropriate  access  to  quality 
health  care.  However,  use  of  such  a  ratio 
might  result  in  the  HMO’s  failure  to 
meet  the  statutory  requirement  that  an 
HMO  provide  its  Medicare  beneficiaries 
with  an  adequate  mix  of  primary  and 
specialty-care  physicians.  Further,  in 
meeting  the  minimum  requirement  spec¬ 
ified  in  the  proposed  regulations,  the 
HMO  would  not  be  limited  to  the  num¬ 
ber  of  physicians  it  employs  directly,  but 
could  Include  physicians  with  which  it 
has  arrangements  and  could  Include 
physicians  hired  on  a  part-time  basis. 
The  requirement  is  based  on  the  premise 
that  the  equivalent  of  at  least  5  full¬ 
time  physicians  would  be  required  to 
assure  that  the  HMO’s  enrollees  have 
access  to  an  appropriate  mix  of  primary 
and  specialty-care  services  and  that  such 
services  are  provided  promptly  and  ap¬ 
propriately  by  the  HMO,  as  required  by 
section  1876(b)  of  the  Social  Security 
Act.  This  requirement  is  also  consistent 
with  the  accompanying  legislative  his¬ 
tory  of  the  provision  which  indicates 
that  an  HMO  should  have  a  sufficient 
number  of  physicians  to  permit  it  to 
guarantee  access  of  its  members  to 
needed  health  care  services.  Therefore, 
the  requirement  regarding  the  minimum 
number  of  physicians  has  been  retained 
In  the  final  regulations,  with  a  waiver 
contingent  only  upon  a  finding  that  there 
Is  a  scarcity  of  physicians  in  the  orga¬ 
nization’s  service  area  and  that  the 
number  of  physicians  retained  is  reason¬ 
able  in  relation  to  the  organization’s 
total  enrollment  and  the  health  needs 
of  Its  members. 


5.  HMO's  should  be  required  to  meet 
the  requirements  that  are  more  strict 
with  respect  to  range  of  services  and  ac¬ 
cess  to  services.  Comments  were  received 
suggesting  that  the  requirements  re¬ 
garding  range  of  services  and  access  to 
services  which  are  applied  to  HMO’s 
should  be  more  stringent  than  those 
specified  in  the  proposed  regulations. 
There  were  also  suggestions  that  a  de¬ 
veloping  HMO  be  required  to  offer  at 
least  the  range  of  services  required  of 
mature  HOM’s  before  such  organizations 
would  be  considered  eligible  to  contract 
with  the  Secretary  as  an  HMO  under 
the  Medicare  program.  The  legislative 
history  makes  clear  that  it  was  intended 
that  developing  HMO’s  would  not  be  re¬ 
quired  to  furnish  as  comprehensive  a 
range  of  services  as  mature  HMO’s.  It  was 
suggested  that  HMO’s  be  required  to  fur¬ 
nish  services  which  the  health  insur¬ 
ance  program  does  not  cover  (e.g.,  pre¬ 
ventive  services).  However,  the  law 
provides  that  HMO’s  are  required  to  fur¬ 
nish  only  those  services  which  are  cov¬ 
ered  by  the  health  insurance  program. 
Comments  were  received  suggesting  that 
the  law  requires  a  higher  standard  than 
the  community  standard  applied  in  the 
proposed  regulations  with  respect  to 
“regular  hours”  access  to  HMO  services 
(see  §  405.2009(a))  and  the  quality  of 
“outside  regular  hours  service”  (see 
§  405.2009(b) ).  The  statutory  provision 
in  question  is  not  specific  about  the  cri¬ 
teria  that  should  be  used  in  these  areas. 
The  law  requires  the  HMO  to  assure  that 
health  services  “are  received  promptly 
and  appropriately  and  that  the  services 
•  *  *  measure  up  to  quality  standards 
which  it  establishes  in  accordance  with 
regulations.”  Therefore,  the  requirement 
for  use  of  a  community  standard  has 
been  retained. 

6.  Several  provisions  of  the  proposed 
regulations  are  not  consistent  with  those 
implementing  Pub.  L.  93-222  ( The  Health 
Maintenance  Organization  Act  of  1973). 
Several  revisions  were  made  in  response 
to  comments  requesting  consistency  be¬ 
tween  the  regulations  implementing  the 
HMO  Act  of  1973  and  these  regulations, 
which  implement  section  226  of  Pub.  L. 
92-603.  In  these  regulations,  for  exam¬ 
ple,  the  term  “medically  underserved 
area”  (which  is  used  in  the  HMO  Act  of 
1973)  has  been  substituted  for  the  term 
“health  scarcity  area”  and  the  standard 
regarding  a  written  physician  agreement 
applicable  to  individual-practice  HMO’s 
has  been  revised  so  that  it  applies  only 
to  services  rendered  to  Medicare  benefi¬ 
ciaries  enrolled  in  the  HMO. 

In  addition,  the  term  "qualifying  con¬ 
ditions”  has  been  substituted  for  the 
term  "conditions  of  participation"  which 
appeared  in  the  Notice  of  Proposed  Rule 
Making  since  the  term  “conditions  of 
participation”  refers  to  the  regulatory  re¬ 
quirements  that  must  be  met  by  providers 
of  services  as  defined  under  section  1861 
(u)  of  the  Social  Security  Act. 

To  the  extent  possible,  these  regula¬ 
tions  are  now  consistent  with  the  provi¬ 
sions  of  the  Health  Maintenance  Organi¬ 


zation  Act  of  1973  (Pub.  L.  93-222)  and 
the  regulations  issued  to  implement  that 
Act,  published  in  the  Federal  Register 
on  October  18,  1974.  The  regulations  set 
forth  herein  do  not  require  HMO’s  to 
meet  the  certification  requirements  of 
title  XIII  of  the  Public  Health  Service 
Act  in  order  to  be  eligible  to  participate 
as  an  HMO  under  title  XVIII  of  the  So¬ 
cial  Security  Act.  These  regulations  are 
also  consistent  with  regulations  on 
HMO’s  issued  by  the  Social  and  Rehabili¬ 
tation  Service  (published  in  the  Federal 
Register  on  May  9,  1975). 

The  amendments  as  announced  under 
the  Notice  of  Proposed  Rule  Making  (39 
FR  30935)  are,  therefore,  adopted  with 
the  changes  noted  and  various  editorial 
changes  in  the  interest  of  clarity. 

Additional  regulations  dealing  with 
HMO’s  and  section  1876  of  the  Act  are 
being  prepared  and  will  be  published  un¬ 
der  separate  Notices  of  Proposed  Rule 
Making.  Such  proposed  regulations  will 
cover  such  topics  as  reimbursement,  en¬ 
rollment  and  disenrollment,  grievance 
and  appeals,  and  the  HMO’s  contract 
with  the  Secretary. 

(Secs.  1102,  1871,  and  1876  of  the  Social  Se¬ 
curity  Act,  46  Stat.  647,  as  amended.  79  Stat. 
331,  and  86  8tat.  1396;  (42  U.S.C.  1302. 

1395hh,  and  1396mm). 

Effective  date.  These  amendments 
shall  be  effective  August  1,  1975. 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  No.  13.800,  Health  Insurance  for  the 
Aged — Hospital  Insurance;  No.  13.801,  Health 
Insurance  for  the  Aged — Supplementary 
Medical  Insurance.) 

Dated:  May  12, 1975. 

J.  B.  Cardwell, 

Commissioner  of  Social  Security. 
Approved:  June  19, 1975. 

Caspar  W.  Weinberger, 

Secretary  of  Health,  Education, 
and  Welfare. 

Regulations  No.  5  of  the  Social  Security 
Administration  (20  CFR  Part  405)  is  fur¬ 
ther  amended  by  adding  Subpart  T  to 
read  as  follows: 

SUBPART  T— HEALTH  MAINTENANCE 
ORGANIZATIONS 

Sec. 

405.2001  Health  maintenance  organizations; 

general. 

405.2002  Qualifying  conditions;  General. 

405.2003  Qualifying  condition:  Compliance 

with  State  and  local  laws. 

405.2004  Qualifying  condition:  Membership. 

405.2005  Qualifying  condition:  Range  -of 

services. 

405.2006  Qualifying  condition :  Effective  ar¬ 

rangements. 

405.2007  Qualifying  condition:  Physician 

staffing  and  supervision  of  health 
services. 

405.2008  Qualifying  condition:  Assurance  of 

quality  of  care. 

405.2009  Qualifying  condition:  Access  to 

services. 

405.2010  Qualifying  condition;  Grievance 

procedures. 

405.2011  Qualifying  condition:  Ongoing 

program  review  of  services  pro¬ 
vided. 

405.2012  Qualifying  condition:  Financial 

responsibility. 
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Subpart  T — Health  Maintenance  Organi¬ 
zations 

Authority:  Sections  1102,  1871  and  1876,49 
Stat.  647,  as  amended,  79  Stat.  331,  86  Stat. 
1396,  (42  U.S.C.  1302,  1395hh,  and  1395mm). 

V 

§  403.2001  Health  maintenance  organi¬ 
zations;  general. 

(a)  Introduction.  The  regulations  In 
this  Subpart  T  set  forth  the  requirements 
which  an  organization  must  meet  in 
order  to  be  eligible  to  enter  into  a  con¬ 
tract  with  the  Secretary  as  a  health 
maintenance  organization  (HMO)  under 
the  health  insurance  program  for  the 
aged  and  disabled  (title  XVIII).  Section 
1876  of  the  Social  Security  Act,  as 
amended,  42  U.S.C.  1395mm,  defines  an 
HMO,  for  title  XVIII  purposes,  in  part, 
as  a  public  or  private  organization  which 
provides  a  comprehensive  range  of  health 
services,  either  directly  or  through  ar¬ 
rangements  with  others,  on  a  predeter¬ 
mined  periodic  rate  or  periodic  per  cap¬ 
ita  rate  basis  without  regard  to  the  fre¬ 
quency  or  extent  of  services  furnished  to 
any  particular  enrollee.  The  HMO  is  also 
required  to  have  effective  arrangements 
for  assuring  that  its  members  receive 
needed  services  promptly  and  appropri¬ 
ately  and  that  these  services  are  of  ac¬ 
ceptable  quality  and  are  reasonable  in 
cost.  There  are  also  a  number  of  specific 
statutory  requirements  dealing  with  the 
manner  in  which  an  HMO  provides  these 
services  and  with  fiscal  accountability. 
The  specific  qualifying  conditions  which 
the  HMO  must  meet  may  be  found  in 
§  405.2002-5  405.2012. 

(b)  Types  of  health  maintenance  or¬ 
ganizations.  HMO’s  may  be  distinguished 
according  to  their  level  of  development, 
reimbursement  basis,  or  method  of  prac¬ 
tice. 

(1)  For  purposes  of  this  subpart,  a 
“mature”  HMO  refers  to  an  organization 
which  meets  the  statutory  definition  of 
an  HMO  (see  section  1876(b)  of  the  Act) 
and  is  in  full  compliance  with  the  quali¬ 
fying  conditions  set  forth  in  this  subpart. 
Where  a  mature  HMO  also  meets  the 
requirements  of  paragraph  (a)(1)  or 
(a)  (2)  of  §  405.2004  which  are  applica¬ 
ble  to  the  organization,  it  may  elect  to 
contract  with  the  Secretary  as  either  a 
“risk-basis”  or  a  “cost-basis”  HMO  (as 
described  in  paragraph  (b)(4)  of  this 
section) .  A  mature  HMO  which  does  not 
meet  the  applicable  requirements  of  par¬ 
agraph  (a)(1)  or  (a)(2)  of  5  405.2004 
can  only  contract  with  the  Secretary  on 
a  cost  basis. 

(2)  A  “developing  HMO”  refers  to  an 
organization  which  does  not  fully  meet 
the  requirements  applicable  to  a  mature 
HMO.  To  qualify  as  a  developing  HMO, 
an  organization  must  demonstrate  to  the 
Secretary  that  it  has  a  reasonable  pros¬ 
pect  of  fully  meeting  all  the  require¬ 
ments  for  a  mature  HMO  and  it  must 
have  a  planned  program  which  is  ac¬ 
ceptable  to  the  Secretary  and  to  which 
it  is  committed  for  meeting  all  of  the 
requirements  for  a  mature  HMO  within 
3  ye-rs  after  the  effective  date  of  its 
initial  contract  with  the  Secretary  as  an 
HMO  under  title  XVin.  Periodic  reviews 
are  conducted  by  the  Secretary  or  his 


designate  to  determine  whether  the  de¬ 
veloping  HMO  is  accomplishing  its 
planned  program  on  schedule  and,  where 
the  HMO  has  fallen  behind  schedule,  the 
Secretary  determines  whether  the  HMO 
has  made  sufficient  progress  toward 
meeting  the  requirements  of  a  mature 
HMO  to  warrant  a  renewal  of  its  title 
XVIII  contract.  A  developing  HMO  may 
contract  with  the  Secretary  only  on  a 
cost- basis. 

(3)  The  Secretary  may  extend  the  pe¬ 
riod  of  time  beyond  the  3  years  specified 
in  paragraph  (b)  (2)  of  this  section,  for 
a  developing  HMO  to  qualify  as  a  mature 
HMO: 

(i)  Where  the  HMO  documents  that 
it  has  made  every  effort  to  comply  within 
three  years  of  its  initial  contract  as  a 
developing  HMO  and  that  it  is  currently 
making  sufficient  progress  in  meeting  ap¬ 
plicable  qualifying  conditions  and  stand- 

-  ards : 

(ii)  Where  the  HMO  establishes  a 
timetable  for  meeting  the  requirements, 
which  is  acceptable  to  the  Secretary;  and 

(iii)  Where  the  HMO  meets  such  re¬ 
quirements  as  may  be  set  forth  by  the 
Secretary  for  extension  of  the  period  of 
time  beyond  the  three  years  specified  in 
paragraph  (b)(2)  of  this  section. 

(4)  If  a  mature  HMO,  which  is  eligible 
to  contract  with  the  Secretary  on  a  risk- 
basis,  elects  to  do  so,  it  shall  share  with 
the  health  insurance  program  a  portion 
of  the  savings  which  accrue  where  it 
provides  services  to  its  enrollees  who  are 
title  XVIII  beneficiaries  at  a  cost  lower 
than  the  adjusted  average  per  capita 
cost,  as  defined  in  section  1876(a)  (3)  (A) 
of  the  Act  and  in  this  subpart.  Savings 
up  to  20  percent  of  the  adjusted  average 
per  capita  cost  shall  be  apportioned 
equally  between  the  risk-basis  HMO  and 
the  Federal  Hospital  Insurance  Trust 
Fund  and/or  the  Federal  Supplemen¬ 
tary  Medical  Insurance  Trust  Fund.  Sav¬ 
ings  in  excess  of  20  percent  of  the  ad¬ 
justed  average  per  capita  cost  shall  be 
apportioned  entirely  to  such  trust  funds. 
Losses  incurred  b:  the  risk-basis  HMO 
shall  be  absorbed  by  such  organization, 
but  losses  shall  be  carried  forward  and 
offset  from  savings  realized  in  later  years. 
An  organization,  either  mature  or  de¬ 
veloping,  which  enters  into  a  cost-basis 
contract  with  the  Secretary  is  reimbursed 
the  reasonable  cost  it  incurs  in  providing 
covered  items  and  services  to  its  Medi- 
title  XVIII  beneficiaries. 

(5)  An  HMO,  whether  mature  or  de¬ 
veloping,  may  provide  physicians’  serv¬ 
ices  under  one  of  the  two  following  ap¬ 
proaches  : 

(i)  The  “group  practice  HMO”  pro¬ 
vides  medical  items  and  services  pri¬ 
marily  through  independent  practition- 
ployees  or  partners  of  the  HMO,  and 
w'ho  are  usually  reimbursed  on  other 
than  a  fee-for-service  basis,  or  through 
physician  groups  that  contract  with  the 
HMO  and  who  reimburse  physician 
members  on  other  than  a  fee-for-service 
basis.  Typically,  the  group  practice  phy¬ 
sicians  share  facilities  and  substantial 
portions  of  major  equipment  and  pro¬ 
fessional,  technical,  and  administrative 
staff. 


(ii)  An  “individual  practice  HMO” 
provides  medical  items  and  services  pri¬ 
marily  through  physicians  who  are  em- 
ers  who  practice  in  their  individual  of¬ 
fices  (or  in  physician-directed  clinics) 
and  who  are  reimbursed  primarily  on  a 
fee-for-service  basis.  Typically,  this  kind 
of  HMO  is  sponsored  by  a  medical  care 
foundation  or  a  medical  society. 

§  405.2002  Qualifying  conditions:  Gen¬ 
eral. 

An  HMO  which  wishes  to  contract  with 
the  Secretary  pursuant  to  section  1876 
of  the  Act  must  be  able  to  demonstrate 
its  ability  to  provide  a  specified  range  of 
comprehensive  services  efficiently,  effec¬ 
tively,  and  economically  to  an  enrollee 
population  of  more  than  a  specified  mini¬ 
mum  size.  An  assessment  of  an  organiza¬ 
tion’s  eligibility  to  enter  into  such  a 
contract  will  necessarily  be  based  on  the 
organization’s  ability  to  enroll  members 
and  deliver  high  quality  health  serv¬ 
ices.  The  qualifying  conditions  specified 
in  5  405.2003  through  §  405.2012  are  de¬ 
signed  to  assure  the  Secretary  of  the 
HMO’s  ability  to  fulfill  these  require¬ 
ments  as  provided  by  section  1876  of  the 
Act.  Generally,  each  qualifying  condi¬ 
tion  is  interpreted  by  a  series  of  stand¬ 
ards.  Reference  to  these  standards  is 
made  by  the  Secretary  or  his  designate 
in  surveying  an  HMO  to  document  its 
activities,  to  establish  the  nature  and  ex¬ 
tent  of  its  deficiencies,  if  any,  and,  if  the 
Secretary  enters  into  a  contract  with  the 
HMO,  to  assess  the  HMO’s  need  for  im¬ 
provement  in  relation  to  the  prescribed 
qualifying  conditions.  The  application  of 
the  standard  indicates  the  extent  and 
degree  to  which  an  applicant  organiza¬ 
tion  is  complying  with  each  condition. 
To  qualify  as  an  HMO  under  title  XVIII 
of  the  Act,  a  mature  HMO  must  be  in 
full  compliance  with  all  of  the  qualify¬ 
ing  conditions  and  applicable  standards 
set  forth  in  §  405.2003  through  5  405.2012. 
A  developing  HMO  in  order  to  qualify 
as  an  HMO  under  title  XVIII  of  the  Act 
must  be  in  full  compliance  with  all  of 
the  qualifying  conditions  and  standards 
set  forth  in  §  405.2003  through  5  405.2012, 
except  for  the  standards  specified  in 
§  405.2004(a)  and  5  405.2005(a)  and  must 
demonstrate  that  it  is  making  reasonable 
efforts,  as  described  in  5  405.2001(b)  (2), 
to  meet  fully  the  standards  in  5  405.2004 
(a)  and  5  405.2005(a). 

§  405.200.3  Qualifying  condition:  Com¬ 
pliance  with  State  and  local  laws. 

The  HMO,  its  officers  and  staff,  and 
its  facilities  must  meet  all  requirements 
that  may  be  lawfully  imposed  by  State 
or  local  regulatory  or  licensing  authori¬ 
ties. 

§  405.2004  Qualifying  condition:  Mem¬ 
bership. 

The  HMO  must  demonstrate  that  It 
has  operating  experience  and  an  enrolled 
population  sufficient  to  provide  a  reason¬ 
able  basis  for  establishing  a  prospective 
per  capita  reimbursement  rate. 

(a)  Standard:  Operating  expertenc e 
for  mature  HMO’s.  To  be  eligible  to  con¬ 
tract  as  a  mature  HMO,  the  organlza- 
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tion  must  have  a  current  enrollment  of 
at  least  5,000  members  on  a  prepaid  cap¬ 
itation  basis.  In  order  to  be  eligible  to 
contract  as  a  risk-basis  HMO  (see 
§  405.2001(b) ) ,  the  requirements  regard¬ 
ing  operating  experience  in  paragraph 

(a)(1)  or  (a)(2)  of  this  section  apply: 

(1)  The  organization  must  have  a  cur¬ 
rent  enrollment  of  at  least  25,000  mem¬ 
bers  on  a  prepaid  capitation  basis,  and 
must  have  been  the  primary  source  of 
health  care  for  at  least  the  range  of 
health  care  services  described  in  §  405.- 
2005(b)  which  were  provided  to  at  least 
8,000  persons  in  each  of  the  2  years  im¬ 
mediately  preceding  the  contract  year  in 
which  it  first  qualifies  as  a  risk-basis 
HMO. 

(2)  Where  the  organization  serves  a 
non-urban  geographic  area,  and  has  a 
current  enrollment  of  at  least  5,000  mem¬ 
bers  on  a  prepaid  capitation  basis,  it 
need  not  meet  the  requirements  in  par¬ 
agraph  (a)  (1)  of  this  section  if  it  has 
provided  at  least  the  range  of  health  care 
services  referred  to  in  §  405.2005(b)  to 
at  least  1,500  persons  in  each  of  the  3 
years  immediately  preceding  the  con¬ 
tract  year  in  which  it  first  qualifies  as  a 
risk-basis  HMO.  For  purposes  of  this 
section,  a  non-urban  HMO  is  an  organ!-' 
zation: 

(i)  Whose  service  area  is  located  in  a 
non-metropolitan  county  (i.e.,  a  county 
with  fewer  than  50,000  inhabitants) ;  or 

(il)  Whose  normal  service  area  in¬ 
cludes  at  least  one  such  county,  or 

(ill)  Whose  service  area  is  located  out¬ 
side  a  metropolitan  area  and  whose 
facilities  are  within  reasonable  travel 
distance  of  fewer  than  50,000  people. 

In  assessing  what  is  a  reasonable  travel 
distance  primary  consideration  will  be 
given  to  the  actual  availability  of  serv¬ 
ices  and  general  community  standards 
in  securing  health  services. 

(3)  Where  an  organization  is  a  sub¬ 
division  or  subsidiary  of  a  mature  HMO 
which  meets  the  requirements  of  para¬ 
graph  (a)(1)  or  (a)(2)  of  this  section, 
such  subdivision  or  subsidiary  need  not 
demonstrate  that  it  meets  such  require- 

v  ments  as  an  independent  unit  if  the 
mature  organization  assumes  responsi¬ 
bility  for  the  financial  risk  and  adequate 
management  and  supervision  of  health 
care  services  rendered  by  such  a  sub¬ 
sidiary.  Also,  two  or  more  independent 
organizations  may  combine  through 
merger  or  effective  affiliation  arrange¬ 
ments  in  order  to  satisfy  the  minimum 
enrollment  standard  specified  in  para¬ 
graph  (a)(1)  or  (a)(2)  of  this  section. 

(b)  Standard:  Operating  experience 
for  developing  HMO’s.  To  contract  as  a 
developing  HMO  (see  §  405.2001(b) ) ,  the 
organization  must  provide  at  least  the 
range  of  services  referred  to  in  §  405.- 
2005(b)  on  a  prepaid  capitation  rate  basis 
to  a  sufficient  number  of  individuals  to 
assure  the  Secretary  that  there  is  a  rea¬ 
sonable  basis  for  determining  a  prospec¬ 
tive  per  capita  rate  of  reimbursement  or 
have  some  other  method  acceptable  to 
the  Secretary  of  providing  a  sound  basis 
for  making  proper  cost  projections. 


(c)  Standard:  Composition  of  enroll¬ 
ment.  In  addition  to  meeting  the  require¬ 
ments  of  paragraph  (a)  or  (b)  of  this 
section,  HMO’s,  whether  mature  or  de¬ 
veloping,  must  meet  the  following  stand¬ 
ards  with  respect  to  the  composition  of 
their  enrollment: 

(1)  At  least  50  percent  of  the  HMO’s 
membership  must  be  under  age  65.  How¬ 
ever,  this  requirement  may  be  waived  by 
the  Secretary  where: 

(1)  The  requirement  would  result  in 
enrollment  of  enrollees  substantially 
nonrepresentative  of  the  population  in 
the  geographic  area  served  by  such  HMO, 
or 

(ii)  The  organization  presents  a  plan 
which  satisfies  the  Secretary  that  it  will 
meet  this  requirement  within  3  years 
after  it  enters  into  its  initial  contract 
with  the  Secretary  and  the  HMO  demon¬ 
strates  each  year  that  it  is  making  con¬ 
tinuous  efforts  and  progress  towards 
achieving  compliance  with  the  require¬ 
ment  within  such  three-year  period  by 
holding  open  enrollment  periods  and  tak¬ 
ing  other  steps  as  necessary. 

(2)  No  more  than  50  percent  of  the 
organization’s  members  may  be  bene- 
fiiciaries  (or  recipients)  of  the  health 
benefit  programs  established  by  titles 
V,  XVIII,  and  XIX  of  the  Act;  however, 
this  requirement  may  be  waived  by  the 
Secretary  where: 

(i)  The  organization  presents  a  plan 
which  satisfies  the  Secretary  that  it  will 
meet  such  requirements  within  3  years 
after  it  enters  into  its  initial  contract 
with  the  Secretary  and  the  HMO  demon¬ 
strates  each  year  that  it  is  making  con¬ 
tinuous  efforts  and  progress  toward 
achieving  compliance  with  this  require¬ 
ment  within  such  3-year  period  by  hold¬ 
ing  open-enrollment  periods  and  taking 
other  steps,  as  necessary;  or 

(ii)  Beneficiaries  of  such  programs 
comprise  more  than  fifty  percent  of  the 
population  of  the  geographic  area  served 
by  the  organization  and  the  HMO’s  en¬ 
rollment  of  such  beneficiaries  is  not  sub¬ 
stantially  nonrepresentative  of  the  con¬ 
centration  of  such  beneficiaries  in  such 
geographic  area;  or 

(iii)  The  organization  otherwise  shows 
good  cause  for  a  waiver  of  this  require¬ 
ment. 

(3)  The  organization  must  provide  at 
least  the  range  of  services  it  is  required 
to  furnish  pursuant  to  §  405.2005.  to  a 
minimum  of  150  title  XVIII  beneficiaries. 
The  Secretary  may  grant  an  organiza¬ 
tion  a  period  not  to  exceed  90  days  after 
the  beginning  of  its  initial  contract  pe¬ 
riod  within  which  to  comply  with  this 
requirement  where  the  organization  can 
demonstrate  to  the  satisfaction  of  the 
Secretary  that  it  has  taken  (or  will  take) 
steps  which  can  reasonably  be  expected 
to  result  in  an  enrollment  of  at  least  150 
title  XVIII  beneficiaries  within  the  pe¬ 
riod  granted  for  compliance. 

(d)  Standard:  Open  enrollment.  An 
HMO  will  enroll  title  XVIII  beneficiaries 
on  a  first-come,  first-served  basis,  up  to 
the  limit  of  its  capacity,  and  will  hold 
an  open  enrollment  period  not  less  than 
annually  for  such  beneficiaries  on  that 


basis.  This  requirement  may  be  waived 
by  the  Secretary  where  the  organiza¬ 
tion’s  compliance  would  result  in  a  fail¬ 
ure  to  meet  the  requirements  of  §  405.- 
2004(c)  (1)  or  would  result  in  a  member¬ 
ship  which  is  substantially  nonrep¬ 
resentative  of  the  population  in  the  area 
it  serves.  For  purposes  of  this  subpart,  a 
subgroup  of  enrollees  is  generally  not 
considered  to  make  the  membership  sub¬ 
stantially  nonrepresentative  unless  its 
proportion  among  all  the  HMO’s  en¬ 
rollees  exceeds  by  at  least  10  percentage 
points  its  proportion  in  the  general  pop¬ 
ulation  in  the  same  enrollment  area  (see 
§  405.2005(a)  (1) ) ,  based  on  such  census 
and  other  data  as  the  Secretary  finds 
appropriate. 

§405.2005  Qualifying  condition:  Range 
of  services. 

(a)  Standard:  Range  of  services  pro¬ 
vided  by  mature  HMO’s.  The  mature 
HMO  (see  5  405.2001(b))  must  provide 
a  comprehensive  range  of  services  which 
meets  the  following  criteria  as  to  scope 
and  area: 

(1)  The  mature  HMO  must  provide, 
directly  or  through  arrangements  with 
others  (see  §  405.2006) ,  all  of  the  items 
and  services  covered  under  the  health 
insurance  program  (see  Subparts  A  and 
B  of  this  part)  which  are  available  to  in¬ 
dividuals  (non-enrollees)  residing  in  the 
HMO’s  service  area.  For  purposes  of  this 
subpart,  an  HMO’s  service  area  is  defined 
as  the  geographic  area  in  which  the 
organization  offers  its  full  range  of  serv¬ 
ices  to  its  enrollees.  It  should  be  dis¬ 
tinguished  from  an  HMO’s  enrollment 
area  (i.e.,  the  geographic  area  encom¬ 
passing  the  permanent  residences  of  its 
enrollees)  which  may  include  locations 
outside  the  organization’s  service  area 
where  it  offers  less  than  its  full  range 
of  services.  The  Secretary  will  deter¬ 
mine  whether  a  service  is  available  to 
patients  residing  in  an  HMO’s  service 
area  on  the  basis  of  all  relevant  facts, 
including  whether  part  or  all  of  the 
HMO’s  service  area  has  been  designated 
as  a  medically  underserved  area,  or  where 
it  is  otherwise  determined  by  the  Secre¬ 
tary  that  there  is  a  scarcity  of  covered 
items  and  services  or  qualified  personnel 
to  provide  them.  A  “medically  under¬ 
served  area”  for  purposes  of  this  subpart 
is  one  which  the  Secretary,  taking  into 
account  comments  made,  if  any,  by  the 
appropriate  State  or  areawide  planning 
agency,  has  formally  designated  as  hav¬ 
ing  a  scarcity  of  one  or  more  basic  types 
of  health  services,  e.g.,  physicians’  serv¬ 
ices  and  inpatient  hospital  services. 

(2)  Even  though  a  particular  item  or 
service  covered  under  the  health  insur¬ 
ance  program  is  not  available  from  phy¬ 
sicians,  suppliers,  or  providers  of  services 
which  are  located  in  the  HMO’s  service 
area,  the  organization  must  be  responsi¬ 
ble  for  arranging  and  paying  for  such 
covered  items  or  services  if  patients  in 
its  service  area  (other  than  enrollees  of 
the  organization)  are  commonly  referred 
for  suoh  services,  when  needed,  to  sources 
outside  the  area.  In  such  a  case,  the  HMO 
must  meet  the  requirements  specified  in 
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§  405.2006  for  effective  arrangements  for 
providing  such  covered  items  or  services. 

(3)  The  mature  HMO  must,  except  as 
provided  for  in  paragraph  (a)  (4)  of  this 
section,  also  assume  financial  responsi¬ 
bility  and  provide  reasonable  reimburse¬ 
ment  for  all  medically  necessary  covered 
items  and  services  obtained  by  its  en- 
rollees  from  physicians,  suppliers,  or  pro¬ 
viders  of  services  outside  the  HMO,  even 
in  the  absence  of  the  organization’s  prior 
approval,  where  such  services  are: 

(i)  Emergency  services:  Emergency 
services,  for  purposes  of  this  subpart,  are 
covered  inpatient  or  outpatient  medical 
and  other  services  provided  by  an  appro¬ 
priate  source  within  or  outside  the  HMO's 
service  area,  which  may  not  be  delayed 
until  facilities  or  suppliers  of  services 
of  the  HMO  (or  alternatives  authorized 
by  the  HMO)  can  be  used  without  pos¬ 
sible  serious  effects  on  the  health  of  the 
patient.  Such  services  be  or  must  appear 
to  be  needed  immediately  to  prevent  the 
death  of  the  enroll ee  or  serious  impair¬ 
ment  of  his  health,  and  are  considered 
emergency  services  as  long  as  the  trans¬ 
fer  of  the  enrollee  to  the  appropriate 
provider  of  services  of  the  HMO  (includ¬ 
ing  those  with  which  the  HMO  has  an 
arrangement)  or  an  alternative  desig¬ 
nated  by  the  HMO  is  precluded  because 
of  the  risk  to  the  enrollee’s  health,  or  the 
distance  and  nature  of  illness  involved 
would  make  such  transfer  unreasonable ; 

(ii)  Urgently  needed  services:  Ur¬ 
gently  needed  services  are  covered  serv¬ 
ices  which  enrdllees  require  in  order  to 
prevent  a  serious  deterioration  in  their 
health  while  they  are  temporarily  absent 
from  the  HMO’s  service  area.  While  the 
immediacy  of  need  for  these  services  is 
not  as  great  as  it  is  for  emergency  serv¬ 
ices,  the  medical  need  is  such,  however, 
that  the  provision  of  medical  services 
cannot  be  delayed  until  the  enrollee  re¬ 
turns  to  a  place  where  he  would  reach 
the  HMO’s  services.  In  this  context,  the 
term  “temporarily  absent,’’  refers  to  cir¬ 
cumstances,  such  as  a  vacation  trip, 
where  the  enrollee  has  left  the  health 
maintenance  organization’s  service  area, 
but  intends  to  return  within  a  reasonable 
period  of  time.  An  enrollee  whose  pri¬ 
mary  place  of  residence  is  in  either  the 
HMO’s  service  area  or  enrollment  area, 
but  who  resides  in  a  temporary  home 
elsewhere  for  a  number  of  weeks  up  to  a 
reasonable  limit  that  may  be  established 
by  the  HMO,  would  also  be  considered 
temporarily  absent  from  the  HMO’s 
service  area  during  those  periods  of  time 
when  such  an  enrollee  is  residing  in  the 
temporary  home;  or 

(iii)  Services  which  are  found  upon 
appeal  by  the  beneficiary  under  the  pro¬ 
visions  of  section  1876(f)  of  the  Act  (42 
U.S.C.  1395mm(f ) )  to  be  services  which 
the  beneficiary  was  entitled  to  have  fur¬ 
nished  to  him  by  such  HMO. 

(4)  A  mature  health  maintenance  or¬ 
ganization  (see  §  405.2001(b) )  which 
either  is  not  eligible  to  be  paid  on  a 
risk -basis  because  it  does  not  meet  the 
requirements  regarding  operating  expe¬ 
rience  set  forth  in  paragraph  (a)  (1)  or 

(a)(2)  of  S  405.2004,  or  is  eligible  for 
risk-basis  payment  but  elects  to  be  paid 


cm  a  cost-basis,  is  not  required  to  assume 
financial  responsibility  for  any  services 
its  enroll ees  who  are  title  XV11I  bene¬ 
ficiaries  receive  which  are: 

(i)  Emergency  services  (see  paragraph 
(a)  (3)  (i)  of  this  section)  or 

(ii)  Urgently  needed  services  (see  par¬ 
agraph  (a)  (3)  (ii)  of  this  section)  or 
other  covered  items  or  services  received 
outside  the  HMO’s  service  area  by  its 
enroll  ees  who  are  title  XV  HI  benefici¬ 
aries  (but  not  including  those  described 
in  paragraph  (a)  (2)  of  this  section) . 
Covered  items  or  services  which  the  ben¬ 
eficiary  receives  from  physicians,  sup¬ 
pliers,  or  providers  of  services  outside 
the  HMO  and  for  which  the  HMO  does 
not  assume  financial  responsibility  are 
reimbursable  under  the  regular  health 
insurance  program. 

(5)  In  providing  items  and  services 
where  more  than  one  category  of  prac¬ 
titioner  is  qualified  to  provide  the  item  or 
service,  the  health  maintenance  orga¬ 
nization  may  select  the  type  of  practi¬ 
tioner  to  be  used. 

(b)  Standard:  Range  of  services  pro¬ 
vided  by  developing  HMO’s.  A  developing 
HMO  must  provide  at  least  the  following 
services  to  its  enrollees  who  are  title 
XVIII  beneficiaries:  inpatient  hospital 
services;  physicians’  services;  diagnostic 
X-ray,  laboratory  and  other  diagnostic 
tests;  and  ambulance  services.  A  contract 
with  a  developing  HMO  is  renewed  only 
if  the  Secretary  finds  that  it  is  making 
reasonable  efforts  to  provide  all  covered 
items  and  services  available  in  its  service 
area  (see  §  405.2001(b)). 

§  403.2006  Qualifying  condition:  Effec¬ 
tive  arrangements. 

An  HMO  which  provides  services  cov¬ 
ered  under  title ‘XVIH  to  its  enrollees 
through  arrangements  (i.e.,  arranged - 
for  services)  with  physicians,  suppliers 
or  providers  of  services  other  than  those 
owned,  operated,  or  controlled  by  the 
HMO  must  demonstrate  that  such  ar¬ 
rangements  are,  in  fact,  an  efficient,  ef¬ 
fective,  and  economical  means  of  pro¬ 
viding  services  to  its  enrollees.  Organi¬ 
zations  which  furnish  services  to  their 
enrollees  who  are  title  XV 111  benefici¬ 
aries  through  arrangements  are  required 
to  provide  sufficient  management  and  co¬ 
ordination  to  assure  that  the  full  range 
of  covered  care  is  provided.  In  assessing 
the  organization’s  compliance  with  this 
condition,  the  Secretary  will  consider  the 
manner  in  which  similar  services  are 
generally  provided  in  the  community  and 
the  individual  circumstances  of  the 
HMO’s  organizational  and  staffing  struc¬ 
ture.  This  assessment  will  be  based  on 
the  following  standards: 

(a)  Standard:  Form  of  arrangements. 
Arrangements  for  services  must,  to  the 
extent  possible,  be  in  writing.  Where  the 
arranged-for  services  obtained  from  any 
one  party  represent  a  significant  cost 
to  the  organization,  the  organization 
shall  demonstrate  to  the  Secretary  the 
steps  it  has  taken  to  secure  a  written 
agreement  and,  where  applicable,  the 
reasons  for  continuing  without  a  writ¬ 
ten  agreement. 


(b)  Standard:  Content  of  arrange¬ 
ments — Method  of  compensation.  Where 
an  organization  furnishes  services 
through  arrangements,  such  arrange¬ 
ments  shall  include,  but  not  be  limited 
to,  an  appropriate  system  which  estab¬ 
lishes  reasonable  remuneration  and  dis¬ 
courages  the  provision  of  unnecessary 
services.  For  example,  arrangements  with 
groups  of  physicians  should  provide  for 
reimbursement  for  services  primarily  on 
the  basis  of  an  aggregate  fixed  sum  or 
on  a  per  capita  basis,  regardless  of  how 
the  group  remunerates  individual  phy¬ 
sician  members.  Further,  the  HMO’s  re¬ 
imbursement  of  physicians  or  groups  of 
physcians  should  not  result  in  a  level  of 
physicians’  compensation,  including  any 
incentive  payment,  that  is  substantially 
in  excess  of  what  would  normally  be  paid 
for  similar  services  by  similar  physicians 
regardless  of  the  method  of  compensa¬ 
tion.  (See  section  1876(a)  of  the  Act.) 

(c)  Standard:  Coordination  of  ar¬ 
rangements  to  assure  access  to  and  con¬ 
tinuity  of  care.  The  HMO  must  demon¬ 
strate  to  the  Secretary  that  it  has 
achieved  adequate  coordination  of  the 
services  provided  through  arrangements 
as  well  as  coordination  between  those 
services  provided  directly,  and  those  pro¬ 
vided  through  arrangements,  so  as  to 
assure  access  to  and  continuity  of  quality 
care  (see  §§  405.2007,  405.2008,  405.2009, 
and  405.2011) . 

(d)  Standard:  Application  to  individ¬ 
ual  practice  HMO’s.  An  individual  prac¬ 
tice  HMO  (as  defined  in  S  405.2001(b) 
(5) ,  or  a  group  of  physicians  under  con¬ 
tract  with  suqh  HMO)  must  have  a  writ¬ 
ten  agreement  with  each  physician  par¬ 
ticipating  in  the  organization  who  pro¬ 
vides  services  to  its  enrollees  who  are 
title  XVTH  beneficiaries.  Such  an  agree¬ 
ment  must  provide  at  a  minimum : 

(1)  A  description  of  the  organization’s 
method  of  reimbursing  the  individual 
physician,  including  its  method  of  dis¬ 
tributing  savings  or  losses,  or  other  forms 
of  Incentives  encouraging  appropriate 
utilization  as  required  by  paragraph  (b) 
of  this  section; 

(2)  The  physician’s  acceptance  of  the 
organization’s  payment  as  payment  in 
full  for  covered  title  XV Hi  services  pro¬ 
vided  to  the  organization’s  Medicare  en¬ 
rollee  who  is  a  title  XVIH  beneficiary; 

(3)  That  the  physician  cooperate  with 
other  physicians  and  institutions  or  sup¬ 
pliers  of  services  to  provide  continuity  of 
care  required  by  paragraph  (c)  of  this 
section;  and 

(4)  That  the  physician  provide  to  the 
organization  records  (see  I  405.2009(d) 
(2))  needed  to  monitor  the  quality  of 
care  and  the  appropriateness  of  reim¬ 
bursement  for  services  furnished  its  en¬ 
rollees  who  are  title  XVHI  beneficiaries, 
including  data  needed  to  develop  statis¬ 
tical  profiles  or  to  carry  out  effectively 
any  provision  of  the  contract  or  regula¬ 
tions. 

§  405.2007  Qualifying  condition:  Phy¬ 
sician  staffing  and  supervision  of 
health  services. 

An  HMO  must  provide  either  directly 
or  through  arrangements  with  others  the 
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services  of  a  sufficient  number  and  type 
of  primary-care  and  specialty-care  phy¬ 
sicians  to  meet  the  health  care  needs  of 
its  enrollees.  Further,  there  must  be 
physician  involvement  and  supervision 
in  the  provision  of  health  services  to  pro¬ 
vide  reasonable  assurance  that  the  skill 
level  appropriate  to  the  case  is  used. 

(a)  Standard:  Number  and  types  of 
physicians.  An  organization  must  have 
on  its  staff  (or  provide  through  arrange¬ 
ments  as  described  in  §  405.2006)  pri¬ 
mary  care  and  specialty  care  physicians 
in  adequate  numbers  and  types  to  meet 
the  health  care  needs  of  its  patients,  but 
no  less  than  the  equivalent  of  five  full¬ 
time  physicians  who  are  actively  involved 
in  patient  care  and  accountable  to  the 
organization  for  the  adequacy  of  service. 
The  requirement  that  an  organization 
have  the  equivalent  of  no  less  than  five 
full-time  physicians  may  be  waived  by 
the  Secretary  where  an  HMO  is  located 
in  a  medically  underserved  area  (see 
§  405.2005(a)  (1) )  or  where  it  is  other¬ 
wise  determined  that  there  is  a  shortage 
of  covered  services  available  in  the 
HMO’s  service  area,  and  the  number  of 
physicians  is  reasonable  in  relation  to 
enrollment,  taking  into  account  general 
physician  availability  in  the  locale  and 
the  health  care  needs  of  its  members. 

(1)  For  purposes  of  this  subpart,  a  pri¬ 
mary  care  physician  is  one  who  has  the 
responsibility  for  initial  treatment  or 
screening  of  patients.  For  example,  such 
a  physician  could  be  a  general  practi¬ 
tioner,  a  family-practice  specialist,  or, 
for  certain  groups  of  patients,  a  special¬ 
ist  in  pediatrics,  internal  medicine,  or 
obstetrics-gynecology.  The  primary  care 
physician  in  the  HMO  setting  is  dis¬ 
tinguished  by  his  referral  of  patients 
to  other  specialized  physicians,  rather 
than  by  limitations  on  his  number  of  en¬ 
counters  with  patients  or  his  own  degree 
of  specialization. 

(2)  For  purposes  of  this  subpart,  a 
specialty  care  physician  is  one  who  is: 

(i)  Certified  or  eligible  for  certifica¬ 
tion  by  one  of  the  specialty  boards  of  the 
American  Board  of  Medical  Specialists, 
or  by  one  of  the  specialty  boards  ap¬ 
proved  by  the  American  Dental  Associa¬ 
tion:  or 

(ii)  Who  is  not  board- certified  or  eli¬ 
gible  for  certification  but  who  has,  over 
a  period  of  time,  practiced  a  specialty 
and  who  has: 

(A)  Acquired  substantial  equivalence 
in  education,  and  experience  in  the  spe¬ 
cialty  area; 

(B)  Established  a  record  of  demon¬ 
strated  proficiency  in  the  specialty;  and 

(C)  Received  recognition  by  other 
physicians  in  the  area  as  a  qualified 
source  of  specialty  services  by  their 
continuing  referrals  of  patients  to  him 
for  such  specialty  services. 

(b)  Standard:  Physician  involvement 
in  management  decisions  which  affect 
patient  care.  In  the  conduct  of  those 
administrative  activities  that  have  a 
significant  bearing  on  patient  care,  the 
physician  staff  (or  physicians  or  physi¬ 
cian  groups  providing  services  through 
arrangements)  shall  be  consulted  by  the 
organization's  management  for  its  pro¬ 


fessional  judgment.  Arrangements  may 
be  formal,  such  as  a  joint  management- 
staff  committee,  or  informal,  such  as  ad 
hoc  meetings. 

(c)  Standard:  Physician  supervision 
of  other  health  care  professionals.  The 
organization’s  health  delivery  system  and 
its  division  of  responsibilities  must  pro¬ 
vide  for  physician  supervision  of  other 
health  care  professionals  who  are  di¬ 
rectly  involved  in  the  provision  of  health 
care.  For  purposes  of  this  subpart,  the 
term  “other  health  care  professionals” 
refers  to  those  paramedical,  ancillary, 
and  other  nonphysician  personnel  who 
are  engaged  in  the  delivery  of  health 
services.  Furthermore,  the  system  must 
assure  that,  to  the  extent  feasible,  phy¬ 
sicians  use  and  supervise  other  health 
care  professionals,  and  limit  the  activi¬ 
ties  of  these  personnel  to  only  those  that 
they  may  legally  and  competently  per¬ 
form  in  their  respective  professions. 

§  405.2008  Qualifying  condition :  Assur¬ 
ance  of  quality  of  care. 

The  HMO  assures  that  the  physicians 
and  other  health  care  professionals  it 
uses,  whether  supplying  services  directly 
or  through  arrangements,  are  capable 
and  competent  to  carry  out  their  assigned 
activities  and  that  the  providers  of  serv¬ 
ice  it  uses  meet  the  applicable  conditions 
of  participation  under  Medicare. 

(a)  Standard:  The  HMO  must  have 
physician  staff  standards.  The  HMO  is 
required  to  have  written  medical  staff 
standards  which,  at  a  minimum,  include 
requirements  governing  the  recruitment, 
hiring,  where  applicable,  and  retention 
of  physicians  or  groups  of  physicians 
furnishing  services  to  HMO  enrollees 
through  arrangements  with  the  HMO. 
The  requirement  for  retention  of  physi¬ 
cians  must  be  consistent  with  the  require¬ 
ments  in  §  405.2011  relating  to  the  HMO’s 
ongoing  review  of  patent  care  and  should 
provide  for  appropriate  use  of  methods 
for  determining,  on  the  basis  of  recent 
experience,  whether  a  physician  is  pro¬ 
viding  services  of  sufficient  quality  and 
at  reasonable  cost. 

(b)  Standard:  Conformance  with 
Medicare  conditions  of  participation  and 
conditions  for  coverage.  Where  items  or 
services  are  provided  by  a  hospital,  skilled 
nursing  facility,  home  health  agency  or 
a  provider  of  outpatient  physical  therapy 
services,  such  provider  of  services  must 
meet  the  applicable  conditions  of  partic¬ 
ipation  as  described  in  Subparts  J,  K,  L, 
and  Q.  Similarly,  where  services  are  pro¬ 
vided  by  independent  laboratories  or 
portable  X-ray  suppliers,  such  labora¬ 
tories  or  suppliers  must  meet  the  appli¬ 
cable  conditions  for  coverage,  as  set  forth 
in  Subparts  M  and  N  of  this  part. 

(c)  Standard:  Qualification  of  other 
health  care  professionals.  An  organiza¬ 
tion  must  have  written  requirements  de¬ 
tailing  the  experience  and  educational 
qualifications  for  those  categories  of 
other  health  care  professionals  It  em¬ 
ploys  who  render  medical  services.  The 
HMO  must  also  provide  written  instruc¬ 
tions  for  use  by  such  health  care  pro¬ 
fessionals,  as  necessary,  and  take  into 
account  any  legal  limitations  on  their 


use  as  set  by  State  or  local  law.  The  latter 
may  be  accomplished  through  formal  job 
descriptions. 

§  405.2009  Qualifying  condition:  Access 
to  services. 

The  HMO  assures  that  health  services 
required  by  its  enrollees  are  received 
promptly  and  appropriately,  that  there 
is  continuity  of  the  care  provided  the  en¬ 
rollees,  and  that  it  maintains  an  efficient 
medical  records  system. 

(a)  Standard:  Regular  hours.  An 
HMO,  with  respect  to  all  services  it  fur¬ 
nishes,  whether  direct  or  through  ar¬ 
rangements,  must  provide  for  regulai 
hours  during  which  such  services  can  be 
received.  It  is  also  required  to  have  an  or¬ 
derly  and  systematic  system  for  sched¬ 
uling  the  provision  of  services  to  enrollees 
in  a  timely  manner,  taking  into  account 
the  immediacy  of  need  for  services.  The 
standard  for  assessing  the  adequacy  of 
this  system  and  that  described  in  para¬ 
graph  (b)  of  this  section  will  be  the 
access  which  individuals  who  are  not  en¬ 
rollees  of  the  HMO  have  to  such  services 
in  the  HMO’s  service  area. 

(b)  Standard:  Availability  of  services 
outside  of  regular  hours.  The  HMO  must 
have  a  system  for  providing  the  enrollee 
with  24-hour  access  to  a  physician  in 
cases  where  there  is  an  immediate  need 
for  medical  services.  To  meet  this  re¬ 
quirement,  the  organization’s  arrange¬ 
ments  for  off-hour  services  may  provide 
for  access  to  non-HMO  physicians  and 
facilities  (e.g.,  hospital  emergency 
rooms),  if  it  is  demonstrated  that  such 
arrangements  will  not  impair  the  conti¬ 
nuity  of  the  enrollee ’s  care  and  will  not 
prevent  the  organization  from  meeting 
its  obligation  to  provide  its  enrollees  with 
necessary  services  that  are  convenient, 
timely,  and  of  a  quality  that  is  reasonable 
compared  to  that  available  to  others  in 
its  service  area.  Where  such  non-HMO 
physicians  and  facilities  are  used,  the 
health  maintenance  organization  must 
develop  procedures  assuring  that  it  is 
notified  of  such  services  and  that  it 
receives  adequate  documentation  from 
the  non-HMO  facility. 

(c)  Standard:  Continuity  of  care.  The 
organization  is  responsible  for  fostering 
continuity  of  the  care  of  its  members. 
Basic  responsibility  for  continuity  of 
care,  Including  referral  for  specialty  and 
other  medical  services,  rests  with  its 
physicians.  The  following  criteria  will 
be  used  to  assess  the  effectiveness  of  the 
HMO’s  compliance  with  the  standard: 

(1)  The  HMO  must  achieve  a  sufficient 
degree  of  stability  in  its  physician  staff, 
as  measured  by  the  extent  of  physician 
turnover,  to  permit  the  assumption  that 
a  reasonable  degree  of  continuity  of  care 
is  possible. 

(2)  The  HMO  must  give  each  enrollee 
an  opportunity  to  select  a  primary  phy¬ 
sician,  i.e.,  a  physician  who  will  have 
overall  responsibility  for  the  patient’s 
care. 

(3)  Where  the  HMO  provides  services 
directly  to  its  enrollees  at  several  loca¬ 
tions,  it  must  insure  through  the  co¬ 
ordination  of  medical  records,  referred 
to  in  paragraph  (d)  of  this  section,  and 
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the  use  of  other  appropriate  operating 
procedures  that  the  services  it  furnishes 
at  those  various  contact  points  are  or¬ 
ganized  in  such  manner  as  to  facilitate 
continuity  of  care. 

(d)  Standard:  Organization  of  medical 
records.  The  HMO  is  required  to  main¬ 
tain  a  logical  and  efficiently  organized 
medical  record  for  each  enrollee  (or 
family)  and  to  assure  that  the  confiden¬ 
tiality  of  such  records  is  protected.  This 
standard  will  be  met  only  if  the  HMO 
satisfies  paragraph  (d)(3)  and  either 
paragraph  (d)  (1)  or  (d)  (2)  of  this 
section. 

(1)  The  HMO’s  record  system  must 
be  unified  (i.e.,  a  unit  record  system  or  an 
alternative  system  which  provides  for 
unified  records)  and  contain  a  descrip¬ 
tion  of  all  significant  services  provided 
its  enrollees  either  directly  by  the  HMO 
or  through  arrangements  with  others 
and  findings,  made  with  respect  to  such 
services  to  the  extent  such  information 
is  known  and  can  be  assembled  at  a  rea¬ 
sonable  cost.  The  information  entered 
into  the  HMO’s  medical  record  system 
must  be  retained  up  to  3  years  after  the 
date  of  the  final  cost  settlement  with  the 
HMO  (see  section  1876(a)  of  the  Act) 
unless  otherwise  specified  in  this  subpart. 

(2)  Where  ambulatory  care  is  regu¬ 
larly  provided  at  more  than  one  location 
(e.g.,  in  the  cae  of  individual  practice 
HMO’s) .  and  the  maintenance  of  a  uni¬ 
fied  system  would  result  in  excessive 
duplication  costs,  the  enrollee’s  record 
may  be  retained  at  a  primary  ambulatory 
care  point  if  a  plan  for  the  interchange 
of  medical  record  data  with  secondary 
care  points  has  been  developed.  Such 
a  plan  must  make  records  available  to 
the  attending  or  consulting  physician 
when  the  enrollee  requires  further  serv¬ 
ices,  or  when  a  periodic  review  of  the 
patient’s  record  is  appropriate.  To  the 
extent  possible,  an  HMO  meeting  this 
requirement  must  organize  its  medical 
records  system  in  such  a  manner  as  to 
assure: 

(i)  That  the  primary  physician  re¬ 
ferred  to  in  paragraph  (c)  (2)  of  this  sec¬ 
tion  establishes  adequate  medical  records 
for  each  enrollee  to  whom  he  provides 
services  and  obtains  reports  prepared  by 
other  physicians  as  may  be  needed  by 
the  HMO  to  provide  care,  respond  to  pa¬ 
tient  requests  for  information  or  carry 
out  its  responsibilities  for  providing  pa¬ 
tients  with  adequate  access  to  needed 
services; 

(ii)  That  upon  referral  of  the  enrollee 
by  the  primary  physician  to  other  physi¬ 
cians  or  to  a  provider,  the  HMO  will 
promptly  transmit  X-rays,  reports  of 
tests,  and  other  pertinent  data  about  the. 
patient;  and 

(iii)  That  the  physician  submits,  when 
requested,  the  medical  records  on  those 
cases  which  are  being  analyzed  under  the 
HMO’s  system  of  peer  review  (as  de¬ 
scribed  in  §  405.2011) . 

(3)  All  information  contained  in  the 
medical  records  specified  in  either  para¬ 
graph  (d)(1)  or  (d)(2)  of  this  section 
must  be  treated  as  confidential  and  dis¬ 
closed  only  to  authorized  persons.  The 
HMO  must  establish  adequate  procedures 


for  assuring  such  confidentiality  is  prop¬ 
erly  maintained  and  safeguarded. 

§  105.2010  Qualifying  condition:  Griev¬ 
ance  procedures. 

The  HMO  is  required  to  have  an  inter¬ 
nal  grievance  system  for  handling  com¬ 
plaints  of  its  enrollees  who  are  title 
XVIII  beneficiaries  which  at  a  minimum: 

(a)  Facilitates  the  submission  of  com¬ 
plaints  which  its  enrollees  may  have; 

(b>  Provides  for  a  full  investigation  of 
the  complaint  and  assures  that  appropri¬ 
ate  action  is  taken  promptly  in  every 
case; 

(c)  Provides  for  notification  of  the 
enrollee  as  to  the  results  of  the  HMO’s 
investigation  and,  unless  the  HMO  has 
received  approval  from  the  Secretary  to 
process  grievances  under  an  alternative 
procedure,  his  right  to  a  higher  internal 
grievance  level  where  he  is  dissatisfied 
with  the  HMO’s  action ; 

(d)  Provides  data  on  the  number  and 
types  of  complaints  filed  and  the  manner 
in  which  they  were  resolved ;  and 

(e>  Provides  for  periodic  management 
review  of  the  data  specified  in  paragraph 
(d>  of  this  section  to  assure  that  appro¬ 
priate  corrective  actions  have  been  taken 
and  that  the  problems  which  led  to  the 
complaints  have  been  eliminated. 

§105.2011  Qualifying  condition:  On¬ 
going  program  review  of  services 
provided. 

The  HMO  has  a  written  review  plan 
and  an  adequate  information  system 
that,  while  safeguarding  the  confidenti¬ 
ality  of  such  information,  assures  that 
the  health  services  it  provides  to  its  en¬ 
rollees  meet  or  exceed  professionally- 
accepted  levels  of  quality  and  is  designed 
in  such  a  way  as  to  meet  the  applicable 
requirements  of  section  249F  of  Pub.  L. 
92-603  and  related  regulations  concern¬ 
ing  Professional  Standards  Review  Or¬ 
ganizations  (PSRO’s) . 

(a>  Standard:  Written  review  plan. 
An  HMO  must  demonstrate  to  the  Sec¬ 
retary  that  it  has  in  operation  a  written 
internal  review  plan  which  provides  for 
review  of  the  quality,  medical  necessity, 
appropriateness,  and  promptness  of  serv¬ 
ices  furnished  by  the  HMO,  whether  di¬ 
rectly  or  through  arrangements,  to  Medi¬ 
care  enrollees. 

(1)  The  plan  must  include  written 
procedures  for  reviewing  services  ren¬ 
dered  directly  by  the  HMO’s  physicians 
and  other  health  care  professionals,  and 
those  rendered  through  arrangements 
with  the  HMO.  These  procedures  may 
include,  for  example,  a  review  by  phy¬ 
sicians  of  medical  records  that  have 
been  selected  on  a  sample  basis  or  on 
the  basis  of  screening  by  other  health 
care  professionals  or  computer.  Another 
possible  approach  is  to  undertake  Med¬ 
ical  Care  Evaluation  Studies  (see  §  405.- 
1137(c)).  Periodic  computerized  anal¬ 
yses  in  order  to  identify  instances  of 
possible  improper  utilization  are  an  ex¬ 
ample  of  the  type  of  study  that  could 
be  used  to  meet  this  requirement  in  part. 
Further,  the  plan  must  include  proce¬ 
dures  for  coordinating  the  HMO’s  inter¬ 
nal  review  activities  with  such  other  ac¬ 
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tivities  as  may  be  required  under  the 
Medicare  program  and  also  with  those 
under  the  Professional  Standards  Review 
Organization  (PSRO)  provisions  con¬ 
tained  in  title  XI  of  the  Act  (42  U.S.C. 
1320c  et  seq.) . 

(2)  The  plan  must  include  written 
procedures  for  taking  appropriate  reme¬ 
dial  action  whenever  it  is  determined 
that  inappropriate  or  substandard  serv¬ 
ices  have  been  provided  or  that  services 
which  should  have  been  furnished  have 
not  been  provided.  A  written  record  of 
remedial  actions  taken  shall  be  main¬ 
tained  by  the  HMO  and  made  available 
to  the  Secretary  upon  request. 

(3)  The  review  plan  may  provide  for 
the  reviews  to  be  performed  under  the 
auspices  of  a  PSRO,  a  Foundation  for 
Medical  Care,  or  other  review  organiza¬ 
tion  which  is  established  and  organized 
in  a  manner  approved  by  the  Secretary 
and  that  is  capable  of  performing  such 
function. 

(b)  Standard:  Information  system. 
The  HMO  has  an  information  system, 
or  access  to  such  a  system,  which  is 
capable  of  providing  the  information 
necessary  for  the  carrying  out  of  the 
program  review  activities  outlined  in 
paragraph  (a)  of  this  section. 

(c)  Standard:  Confidentiality.  The 
HMO  must  establish  adequate  procedures 
for  assuring  that  all  information  ob¬ 
tained  pursuant  to  paragraph  (b)  of  this 
section  is  treated  as  confidential  and  is 
disclosed  only  to  authorized  persons. 

§  405.2012  Qualifying  ronclilion :  Finan¬ 
cial  responsibility. 

The  HMO  is  required  to  demonstrate 
its  financial  responsibility  so  as  to  assure 
that  Medicare  beneficiaries  and  the  Fed¬ 
eral  Hospital  Insurance  Trust  Fund  and 
the  Federal  Supplementary  Medical  In¬ 
surance  Trust  Fund  are  adequately  pro¬ 
tected  against  financial  loss  to  or  the 
insolvency  of  the  organization. 

(a)  Standard:  Accounting  system.  The 
HMO  must  have  a  system  of  accounting 
for  income  and  expenses  on  an  accrual 
basis.  The  accounting  system  should  be 
able  to  identify  income  and  expenses  ac¬ 
cording  to  source  or  object,  and  should 
permit  the  allocation  of  costs  to  the 
HMO’s  several  principal  functions. 
Further,  the  system  should  be  capable  of 
producing  timely  reports  to  management 
regarding  income  and  expense  at  least  on 
a  quarterly  basis,  and  should  provide  re¬ 
liable  cost  data  for  planning  and  budget¬ 
ing  for  future  operations  as  well  as  for 
determining  the  reasonable  costs  and  per 
capita  incurred  costs  of  providing  health 
services  to  Medicare  enrollees.  The  HMO 
is  also  required  to  furnish  to  the  Sec¬ 
retary  or  his  designate  comprehensive 
reports  on  the  scope  of  its  financial 
operations. 

(b)  Standard:  Insurance.  The  HMO 
must  have  policies  (or  establish  a  reserve 
under  a  self-insurance  program  approved 
by  the  Secretary)  which  safeguard  and 
insure  its  assets  against  fire,  theft,  fraud, 
embezzlement,  malpractice,  and  other 
wastage  and  risks  normally  insurable 
and  insured  by  reasonably  prudent  busi¬ 
nessmen. 
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(c)  Standard:  Solvency.  In  addition  to 
meeting  any  cash  reserve  or  similar  re¬ 
quirements  imposed  by  State  law  or  regu¬ 
lation,  the  HMO  is  required  to  demon¬ 
strate  to  the  satisfaction  of  the  Secre¬ 
tary  that: 

(1)  It  has  a  fiscally  sound  operation 
as  demonstrated  by  a  financial  plan  (or 
other  financial  statements  specified  by 
the  Secretary)  which  Indicates  the 
achievement  and  maintenance  of  a  posi¬ 


tive  cash  flow,  including  provision  for 
the  retirement  of  existing  and  proposed 
indebtedness,  and  in  the  case  of  an  HMO 
which  has  not  yet  reached  its  financial 
break-even  point,  it  has  adequate  plans 
for  obtaining  contingency  financing  to 
cover  its  operating  costs  if  it  is  unable 
to  reach  its  financial  break-even  point 
on  schedule; 

(2)  In  the  case  of  a  mature  HMO  (see 
§  405.2001(b)  (1) )  that  elects  to  contract 


on  an  incentive  basis,  it  has  the  financial 
ability  to  assume  the  risk  of  any  costs 
that  might  be  reasonably  anticipated 
during  the  contract  period  in  excess  of 
the  adjusted  average  per  capita  cost  (see 
8  405.2001(b)(1))  in  its  area.  Evidence 
of  financial  ability  may  include  a  self- 
insurance  program,  a  reinsurance  plan, 
or  other  satisfactory  arrangements. 
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